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Dear Mr. Molk 

This letter is sent in reference to your citizen petition dated April 6,200(), and a supplement to 
that petition dated November i6,2000. The p&ion ai%d “suppletnent &e filed as CP3.and SUP4, 
respectively, in Do&&‘No. 75N-183H”m FDA’s Do&s M&a&&t B&&h. The p&ii011 

requests that FDA amend the Tentative F&al MonogGph’*~ for Over-the-&tuner (OTC) Heafthcae Antiseptic Drug prdti.. ~*ti.-‘si,.16g4, 5g‘pR~3i.6~l,& &-.;“.“~~~~~otium 

chloride (0.11 to 0.13 percent) as a generally recognized safe &d&&t& ‘&t&e mgredient for x_ .~ _. % ., 
use in OTC antiseptic haridwash~ product&~ This i&X& &o’responds to your %%&&mile dated 
February 12,2001, requesting written assurance that the agency intends toinclude b&zalkonium 
chloride in the fmal monograph. 

The procedures governing the review of citizen petitions are set out-in regulations found at 21 
CFR $10.3 0. The regulations provide, among other thugs, that the Commissioner s&X&&h a. ., .- ,I_ .,..*,*. ” ._ ,I.‘l .~‘“” > ..,. _i/““,.l”^I” -., , 
response to a petition within ‘180 &ys’ofthe pet$on,‘agency~&ou~ and pnorities permitting. 
See 21 CFR 9 10.30(e). 

Your petition is one of a number of petitions requesting amendment of the TFM. The agency is 
in the process of evaluating the petitions and comments submitted to the publii do&et and their 
impact on the development of a final rule for OTC lGahh&re titiseptic diug prod&s; 
Consequently, we are;Fble to provide a &al decision on the merits of your request within 180 
days of the date your request was filed. However, resolution of&‘@%.” p~etiti%is’f& this 
rulemaking are important, and a response to your petition will be provided ata later date. As we 
have not completed our eval~tioti of the data, we cannot provide any indication of the status of 
benzalkonium chloride in the final monograph. 

Sincerely yours, 

anet Woodcock, M.D. 
Director 
Center for Drug Evaluation and Research 
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